
From: Keigwin, Richard
To: Anderson, Neil
Cc: Stangel, Carol; Sherman, Kelly; Russell Wasem; Bradbury, Steven
Subject: Re: Fw: Rodenticides Q&A Doc
Date: Sunday, January 27, 2013 11:16:57 AM
Attachments: Final Rodenticides NOIC Q&A DOC 1.24 RPK.docx

Thanks.  A few thoughts/ideas for people to consider.

-----Neil Anderson/DC/USEPA/US wrote: -----
To: Richard Keigwin/DC/USEPA/US@EPA, Steven Bradbury/DC/USEPA/US@EPA
From: Neil Anderson/DC/USEPA/US
Date: 01/26/2013 07:18PM
Cc: Carol Stangel/DC/USEPA/US@EPA, Russell Wasem/DC/USEPA/US@EPA, Kelly
Sherman/DC/USEPA/US@EPA
Subject: Fw: Rodenticides Q&A Doc

Most recent version of the Qs and As.

Neil Anderson
Chief, Risk Management and Implementation Branch 1 (RMIB1)
Pesticide Re-evaluation Division (7508P)
Office of Pesticide Programs
U.S. Environmental Protection Agency
ph: (703)308-8187

Visit us on the web at www.epa.gov/pesticides/

-----Forwarded by Neil Anderson/DC/USEPA/US on 01/26/2013 07:16PM -----
To: Laura Parsons/DC/USEPA/US@EPA, Darlene Dinkins/DC/USEPA/US@EPA, Carol
Stangel/DC/USEPA/US@EPA, Kelly Sherman/DC/USEPA/US@EPA
From: Russell Wasem/DC/USEPA/US
Date: 01/24/2013 03:07PM
Cc: Neil Anderson/DC/USEPA/US@EPA, Anne Overstreet/DC/USEPA/US@EPA
Subject: Rodenticides Q&A Doc

(See attached file: Final Rodenticides NOIC Q&A DOC 1.24.docx)

Please find attached a draft Q&A doc for rodenticides.  Please let me know if you have
any comments or suggestions.  

(See attached file: Final Rodenticides NOIC Q&A DOC 1.24.docx)

[attachment "Final Rodenticides NOIC Q&A DOC 1.24.docx" removed by Richard
Keigwin/DC/USEPA/US]
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Draft/ Deliberative/ Confidential/ Internal/ Do Not Release Under FOIA

Rodenticides Internal Q&A: June 3, 2011January 2013

RMD Background

· EPA’s May 2008 Risk Mitigation Decision for Ten Rodenticides (RMD) is an Agency decision document that concluded that household rodenticide products, registered for homeowner use (also referred to as commensal1 use products), do not meet the Agency’s FIFRA standard for not causing unreasonable adverse effects to human health or the environment; and presents the Agency’s final decision regarding risk mitigation measures to protect children and wildlife.  

· The RMD informs the public how commensal use rodenticide products must be labeled, marketed, and used to continue to meet the FIFRA safety standard. 

· The RMD is not a law, regulation, or rule.  The registrations of rodenticide products have be amended to incorporate the mitigation measures identified in the RMD before registrants or users would be legally bound to comply with them.

· The RMD allowed three years for manufacturers to upgrade their household rodenticide products and incorporate the prescribed new safety measures; that period ended June 4, 2011. While a number ofOnly one companiesy, Reckitt Benckiser, that produces household rodenticide products have has agreed refused to fully adopt the new safety measures on 11 of their products, a handful of companies have advised EPA that they do not plan to do so.  Consequently, EPA intends to initiate cancellation proceedings under FIFRA section 6, to remove from the market those household rodenticide products that do not meet the Agency’s current risk reduction goals as reflected in the 2008 RMD.  

· The NOIC announces the Agency’s intent to cancel the registrations of 12 homeowner rodenticide products registered by Reckitt Benckiser for no longer meeting the standard for registration in that all 12 products fail to conform to the risk reduction measures in the 2008 RMD.  The NOIC also denies the pending registration of 4 products for not conforming to the risk reduction measures in the 2008 RMD. .



History

· Rodenticides Cluster and Zinc Phosphide Reregistration Eligibility Decisions (REDs) 1998

· [bookmark: _Ref295118775]Evaluated commensal[footnoteRef:1] and field uses[footnoteRef:2]. [1:  The definition of commensal is “living with or in close association to humans.”  Commensal use rodenticides are those that are labeled to target rodents that are living close to humans. The 2008 RMD focuses primarily on commensal use rodenticides.]  [2:  Field use rodenticides, all of which were made restricted use by the 1998 Reregistration Eligibility Decision (RED), are those application made far away from buildings, such as agricultural crops, orchards, ditch banks, and landfills. ] 


· Concluded commensal uses required additional work, which ultimately led to 2008 RMD.

· Risk Mitigation Decision for Ten Rodenticides 2008

· Evaluated commensal uses only.

· Concluded commensal uses needed to adopt specific mitigation measures to continue to meet the FIFRA standard of not causing unreasonable adverse effects to human health or the environment.

· Registrants were given 3 years (until June 4, 2011) to research, develop, and register products that conform to the RMD.

· After On June 4, 2011 registrants that did not voluntarily cancel or amend non-conforming products can expect Agency action to remove non-conforming products from the marketwere notified that their non-conforming products would be canceled per the FIFRA Section 6(b) process.

· On November 2, 2011, EPA published a draft Notice of Intent to Cancel the 20 products that registrants refused to voluntarily conform the RMD.  

· On January 30, 2013, EPA published a final Notice of Intent to Cancel 12 products that Reckitt Benkiser refuses to voluntarily conform to the RMD. 



Active Ingredients Involved

· 1st Generation Anticoagulants:  warfarin (& sodium salts), chlorophacinone, diphacinone (& sodium salts).

· Lethal dose requires multiple feedings.  Rodent dies 3-5 days after lethal dose consumed.

· 2nd Generation Anticoagulants: brodifacoum, bromadiolone, difenacoum, difethialone.

· Lethal dose requires one feeding. Rodent dies 3-5 days after lethal dose consumed.

· Persist longer in environment than 1st generation anticoagulants and non-anticoagulants and pose increased risk to predators and scavengers of contaminated rodents (ie secondary poisonings).

· Non-Anticoagulants: bromethalin, cholecalciferol, zinc phosphide.

· Lethal doses may be achieved in single feeding for bromethalin and zinc phosphide and multiple feedings for cholcalciferol.  



Mitigation Summary

· Child & Pet Mitigation - Approximately 10k - 15k cases of children exposure to rodenticides are reported yearly.  Numerous Thousands of pet poisonings are also reported and many result in severe injury or death.  For more than 30 years, use of a tamper resistant bait station is a requirement for rodenticide applications made in areas accessible to children, pets and non-target wildlife.  While use of a bait station is and has been legally required, it was extremely difficult for residential consumers to purchase tamper resistant bait stations.

· All rodenticide bait products available for sale to consumers must be sold with a bait station and include ≤1 lb. of bait.

· A range of bait stations will meet the new requirements, providing cost flexibility.

· Four tiered bait station categories range from Tier I that require testing that show the station to be child, weather, and dog resistant to Tier IV that cannot claim tamper resistance.  Only Tier I stations may be used outdoors.

· Products available for sale to consumers must contain a bait form that is reasonably expected stay in bait station.  Loose bait forms such as pellets and granules will be prohibited from being marketed/sold to consumers.  

· To prevent the sale of station-less bait products on the consumer market, the Agency is requiring sales and distribution restrictions.  Professional products (Ag & PCOs) may be sold without a bait station, but they must contain ≥4lbs. (Ag products) and ≥8 lbs. (PCO products).



· Ecological Mitigation - Secondary poisonings from 2nd generation anticoagulants, where scavengers consume contaminated rodents, has been well documented in large cats, birds of prey, and other species (such as omnivores), including listed species.  

· To prevent the sale of station-less bait and 2nd generation products on the consumer market, the Agency is requiring sales and distribution restrictions.

· 2nd generation products may not be sold by retailers geared towards consumer market (ie “big box” stores, Walmart, Home Depot, Lowes, Ace, grocery stores, drug stores, etc.).

· 2nd generation professional (Ag & PCO) products must contain ≥8lbs. (Ag products) and ≥16 lbs. (PCO products).



Mitigation Implementation

· December 2009: Registrants were to submit applications that conformed with the RMD by December 2009 (EPA/State review by June 2011). 

· June 4, 2011: Last day for cooperating rodenticide producers to sell or distribute products that don’t conform to RMD. 

· Existing Stocks (outlined in RMD): A longer than usual existing stocks provision was provided to give registrants sufficient time to develop and register compliant products and to allow EPA time to approve new products.  

· Individuals other than the registrant may were permited to distribute and to sell non-conforming rodenticide products received on or before June 4, 2011 until those stocks are exhausted.  

· Users may use non-conforming products as labeled until such stocks are exhausted.  

· After June 4, 2011: EPA will initiate FIFRA Section 6 cancellation proceedings against rodenticide products that registrants refuse to voluntarily cancel or amend to conform to the risk mitigation measures in the RMD.

· November 2011:  EPA issued Draft NOIC and support documents that were presented to the FIFRA Scientific Advisory Panel (FIFRA SAP) for their input.

· January-February 2012:  EPA received input from USDA and HHS/CDC.  





Questions Relevant to State Lead Agencies

Product/Label Questions

1. What rodenticide products and uses are involved with this action? 

The RMD applies only to rodenticide products labeled for use to control commensal rodents (i.e., Norway rats, roof rats, and/or house mice) in structural situations use. The ten rodenticide active ingredients covered by this action are as follows:

· first-generation anticoagulants: warfarin, chlorophacinone, diphacinone; 

· second-generation anticoagulants: brodifacoum, bromadiolone, difenacoum and difethialone; and

· non-anticoagulants: bromethalin, cholecalciferol and zinc phosphide. 



2. What are Tthe impacts of recent litigation on consumer product use may result in the availability of products without the intended measures. What areReckitt Benckiser v Jackson and Woodstream Corp. v.Jackson the Agency’s plans for removing these products from the market?

The Agency intends to initiate FIFRA Section 6 cancellation proceedings against those rodenticide products for which registrants refuse to voluntarily cancel or adopt the risk reduction mitigation measures.  Until such cancellation orders have been issued, there will be some market presence of commensal rodenticide bait products that do not conform to the RMD after June 4, 2011. By issuing a Final NOIC, the Agency is pursuing FIFRA Section 6 cancellation proceedings and this process was not impacted by the referenced court decisions. 



3. Will retailers be legally allowed to sell non-conforming products received from rodenticide manufacturers after June 4, 2011issuance of the NOIC?

There are some registrants who have refused to voluntarily adopt the risk reduction measures in the RMD for some of their products and these products (identified in the next question) will remain actively registered until the Agency cancels or suspends them. 



Until the cancellation process is complete, the 12 pesticide products listed in the NOIC remain rRegistered pesticides and may be distributed, sold, and used consistent with their registration, unless until they are cancelled or suspended (for some other reason).  Cancelled and suspended pesticides may be distributed, sold, or used only if the cancellation or suspension order authorizes it, and only to the extent authorized in the cancellation or suspension order.  



The Agency believes that household rodenticide products that do not conform to the risk reduction measures in the RMD do not meet the Agency’s FIFRA standard for not causing unreasonable adverse effects to human health or the environment.  Therefore, 

EPA intends to initiate cancellation proceedings, to remove from the market those household rodenticide products that do not meet the Agency’s current risk reduction goals as reflected in the 2008 RMD. EPA does not believe it to be consistent with the purposes of FIFRA to continue to put registrants who voluntarily brought safer products to the market at a competitive disadvantage relative to registrants who declined to improve their products.  Accordingly, the EPA has determined that the continued sale, distribution and use of existing stocks of pesticide products cancelled pursuant to this notice shall not be permitted.Any rodenticide manufacturers who distribute or sell rodenticide products that do not meet the new risk mitigation goals will face EPA actions to remove those products from the market



4. Are thereWho are registrants that were unwilling to change any labels? Are there registrants that were willing to change some labels, but not others? How do we access this information?

Only one company, Reckitt Benckiser, that produces household rodenticide products has refused to adopt the new safety measuresWhile a number of companies that produce household rodenticide products have agreed to adopt the new safety measures, a handful of companies have advised EPA that they do not plan to do so.  For a list of the rodenticide products that meet EPA’s new, more protective risk reduction goals, go to: http://www.epa.gov/pesticides/reregistration/rodenticides/rodent-bait-station.html



The registrants thatReckitt Benckiser informed us EPA they are unwilling to change some or all of their labels products to conform to the RMD; and the registration numbers of their non-conforming products involved are as follows:



· Reckitt Benckiser Inc. (makers of D-Con® rodent control products)

· 3282-3, 3282-4, 3282-9, 3282-15, 3282-65, 3282-66, 3282-74, 3282-81, , 3282-85, 3282-86, 3282-87, 3282-88, , 



Note that all of these registrantsReckitt Benckiser has also have registered products that conform to the mitigation measures in the RMD.  The Agency will makehas made available a list of rodenticide products that conform to the risk mitigation measures outlined in the RMD at the following webpage:  http://www.epa.gov/pesticides/mice-and-rats/rodent-bait-station.html..	Comment by RPKmoo: Should we say anything here about how we understand that RB is not marketing these RMD-conforming products, however?



5. Are there instances where a registrant has submitted a label amendment (not related to the RMD) with conditions (e.g., amending the label to conform to RMD measures), but the registrant subsequently refused the conditions of the label amendment? 

There are a small number of cases where EPA has accepted a label amendment with conditions (concerning RMD mitigation measures) and entered the new labels into PPLS before realizing that the registrant had refused the amendment. In such cases, where the registrant refused the amendment and declined to release for shipment, distribute or sell product bearing the amended label, the old label remains in effec



PPLS is regularly updated with the most recently accepted label that registrants should use.  For instance, three registrations held by Woodstream Inc. under registration numbers 47628-14, 47629-16, 47629-17, have very recently been amended to conform to the RMD.  This information has been updated in PPLS.



6. What should we do if we receive a market label that only has a portion of the mitigation measures?	Comment by RPKmoo: Is this the right question?

EPA intends to initiate cancellation proceedings, to remove from the market those household rodenticide products that do not meet the Agency’s current risk reduction goals as reflected in the 2008 RMD. Any rodenticide manufacturers who distribute or sell rodenticide products that do not meet the new risk mitigation goals will face EPA actions to remove those products from the market



  In many states registrants must submit for registration labeling for all the products they will market in the state.  This would include labels of products that are existing stocks as well as products that conform to the RMD.  States may wish to compare labels submitted for registration with labels that had been approved in previous years to determine if they bear a portion of the mitigation measures.  Labels which bear only a portion of the mitigation measures should be reviewed carefully and compared with the labels EPA has on file to determine if the label is in compliance.  



The Agency understands that it will be difficult for state enforcement officers conducting marketplace inspections to determine whether a non-conforming product is potentially violative.  Inspectors should expect to encounter existing stocks of products bearing non-conforming labeling.  Special attention should be paid to products bearing only a portion of the mitigation measures and those products should be compared to labels in PPLS to determine if the measures had been previously approved by EPA. For labeling questions, please contact either the Registration Division (RD): Gene Benbow (703)-347-0235 (benbow.gene@epa.gov) or Jennifer Gains (703)-305-5967 (gaines.jennifer@epa.gov); or the Pesticide Re-evaluation Division (PRD), Rusty Wasem (703)-305-6979 (wasem.russell@epa.gov)



7. How long can the supplemental distributors sell rodenticide products with labeling that is not consistent with the primary registered product?  Is the date until June 3, 2011?

Supplemental registrations are required to abide by the label and the terms and conditions of the parent product registration. Therefore, supplemental labels must be revised and replaced on the same schedule as their respective parent products.



Supplemental distributors are subject to the same the terms and conditions of registration as the parent product. This includes the terms and conditions of sales and distribution of existing stocks.  



8. How will EPA ensure that supplementally registered product labels are in compliance with the master registered product?

Supplementally registered product labels are the responsibility of the registrant who holds the parent registration.  Compliance of the supplementally registered product labels will be accomplished via market surveillance and enforcement, in the same manner that EPA or the SLA follows for other supplementally registered products.  Enforcement actions regarding supplemental registrations typically are directed at the registrant of the parent product but supplemental registrants may also be cited depending on the facts of the case.



9. Indications are that a large number of states will receive requests for Section 24(c) registrations to allow use of products for non-commensal rodents which will be disallowed under the label changes. This is of concern as SLAs will be placed in a position for these registrations to be about market advantage rather than the true intention of a 24(c), because once one is issued, others will be denied. We would like to discuss the implications of the commensal rodent only restriction. It is our understanding that this restriction is being driven by concerns related to efficacy. Perhaps the Agency would consider granting a conditional registration, allowing time for data to be developed.	Comment by Rusty: Not sure this is still relevant to include for the final.

Registrants have known since 1997 that efficacy data would be required to keep certain rodent pest claims on the label and they have to this date not provided the Agency with sufficient acceptable data to support retaining claims for controlling some of these pests (e.g., Peromyscus spp. mice).  The Agency is willing to work with registrants and states on this matter though the Agency does not plan to grant conditional registrations allowing for rodenticide use on rodent pests of significance to public health unless supported by efficacy data sufficient to warrant the claims. 



10. Why has the Agency made a distinction between consumer/homeowner, agricultural (AG), and pest control operator (PCO) rodenticide products?

The purpose of making registrants identify a rodenticide product’s intended market was to differentiate professional products (AG & PCO) from homeowner/consumer products.  Professional products will be permitted to be sold without a bait station, permitted to contain pelletted and granular formulations, and permitted to contain 2nd generation AIs.  Products marketed directly to consumers/homeowners (i.e., sold in big box stores, drug stores, home improvement stores, grocery stores, etc.) must be sold with a bait station (unless a mole/vole product), may not contain pelletted or granular bait formulations, and may not contain 2nd generation AIs.  The required packaging sizes will also create this distinction as consumer homeowner products may not contain more than 1 lb of bait, and professional products must contain 4 lbs of bait or more.



11. What differentiates/are the defining characteristics of “consumer” products, agricultural products, and PCO products?

The definition of commensal is “living with or in close association to humans.”  Commensal use rodenticides are those that are labeled to target rodents that are living close to humans. The 2008 RMD focuses primarily on commensal use rodenticides.



Field use rodenticides, all of which were made restricted use by the 1998 Reregistration Eligibility Decision (RED), are those applications made far away from buildings, such as agricultural crops, orchards, ditch banks, and landfills.



“Consumer Size” Products- Products for use by consumers/homeowners in and within 50 ft. of residential use sites/buildings. 

· Products containing ≤ 1 pound of bait.

· May not contain brodifacoum, difethialone, bromadiolone, or difenacoum (the second-generation anticoagulants). 

· Loose bait forms such as pellets are prohibited. 

· Each retail unit must include a bait station. 

· Bait refills may be sold with bait stations in a single retail unit. 

· All outdoor above ground use must be in a bait station and be applied within 50 feet of buildings. 



Agricultural Use Products – Products for use in and within 50 ft. of around agricultural buildings

· Products must contain ≥4 lbs. of bait for 1st generation anticoagulant and non-anticoagulant products and ≥8 lbs. of bait for 2nd generation anticoagulant products.

· Bait stations are required for all outdoor, above-ground placements of second-generation anticoagulant products. 

· Bait stations are required indoors if exposure to children, pets, or non-target animals is possible. 

· Product labels must indicate that the product is for use only in and around agricultural buildings and that use in residential use sites is prohibited. 

· Distribution to and sales in “consumer” stores including grocery stores, drug stores, hardware stores, club stores will be prohibited. 

· All outdoor above ground use must be in a bait station and be applied within 100 feet of  man-made structures constructed in a manner so as to be vulnerable to commensal rodent invasions and/or to harboring or attracting rodent infestations. Examples of such structures include homes and other permanent or temporary residences, food processing facilities, industrial and commercial buildings, trash receptacles, agricultural and public buildings, transport vehicles (ships, trains, aircraft), docks and port of terminal buildings and related structures around and associated with these sites.  Fence and perimeter baiting, beyond 100 feet from a structure as defined above, is prohibited. This product must not be applied directly to food or feed crops.”All outdoor above ground use must be in a bait station and be applied within 50 feet of buildings.



PCO Use Products - Products for use by professional applicators

· Products must contain ≥4 lbs. of bait for 1st generation anticoagulant and non-anticoagulant products and ≥16 lbs. of bait for 2nd generation anticoagulant products.

· Bait stations are required for all outdoor, above-ground placements of second-generation anticoagulants. 

· Bait stations are required indoors if exposure to children, pets, or non-target animals is possible. 

· Distribution to and sales in “consumer” stores including grocery stores, drug stores, hardware stores, club stores will be prohibited. 

· All outdoor above ground use must be in a bait station and be applied within 50 100 feet of buildings man-made structures constructed in a manner so as to be vulnerable to commensal rodent invasions and/or to harboring or attracting rodent infestations. Examples of such structures include homes and other permanent or temporary residences, food processing facilities, industrial and commercial buildings, trash receptacles, agricultural and public buildings, transport vehicles (ships, trains, aircraft), docks and port of terminal buildings and related structures around and associated with these sites.  Fence and perimeter baiting, beyond 100 feet from a structure as defined above, is prohibited. This product must not be applied directly to food or feed crops.”. 



12. What are examples of labeled sites for commensal use rodenticides and field use rodenticides?

· Commensal Use

· In and around buildings (agricultural, industrial, residential)

· In sewers

· In transport vehicles

· Mole/vole burrows

· Underground burrow systems of commensal rodents within 50 100 feet of buildingsstructures 

· Field Use

· Fields

· Rangeland

· Orchards

· In burrow systems of non-commensal rodents

50-Foot Restriction Questions	Comment by Rusty: This section isn’t relevant to the Final NOIC, but I figured 1 question that acknowledged we resolved that issue was needed.



13. New restrictive language indicates maximum distance from buildings. Many sites of rodent control do not contain a “building,” as traditionally defined, close to the area of treatment or contain no building at all.  Will use in these types of places under any circumstance be prohibited? We understand the intent to protect wildlife but believe better terminology can accomplish the intent and still allow viable uses.



Part of the mission for dealing with non-target wildlife risk was to revise product labels to determine where they could be used out-of-doors.  The products are intended to control commensal rodents in structures.  Previous labels had language that stated that the product could be used “in and around” man-made structures.  There were many opinions about what “in and around” meant and that resulted in fairly widespread outdoor use.  The May 2008 RMD attempted to address what “in and around” meant by defining it as 50 feet from a structure which had a roof and walls. } Based on stakeholder feedback, the 50 foot restriction was reconsidered and changed to 100 feet from man-made “structures constructed in a manner so as to be vulnerable to commensal rodent invasions and/or to harboring or attracting rodent infestations.  Perimeter baiting is still prohibited.  And we allow burrow baiting further than 100 feet if the infestation is confirmed with 1st generation anticoagulants and non-anticoagulant rodenticides.  To allow for this extended distance for burrow baiting, we have prohibited bait products that are commonly kicked out of the burrow such as place packs, blocks and soft bait.



14. We understand that people could abuse the label expression, "around buildings" and place potentially hazardous baits (those containing brodifacoum, for example), such a long distance from a building that it is really an application to another site (perhaps an agricultural field or vegetable garden).  But how do we know which labels should have the restriction, "Do not apply further than 50 feet from buildings"?  Is this restriction in a written document that we can access? What advice should we provide to PCO's who may need to have bait stations more than 50 ft from buildings? It is fairly common, especially with large warehouses, to have dumpsters more than 50 feet from the building.

The RMD applies only to rodenticide products labeled for use to control commensal rodents (i.e., Norway rats, roof rats, and/or house mice) in structural situations use.  All above ground commensal use rodenticide products bear the label statement “Do not apply further than 50 feet from [buildings/agricultural buildings].”  Rodenticide products labeled for field and orchard use are outside the scope of the RMD, and EPA has not applied the 50-foot restriction to such products, nor does it anticipate doing so in the future.  All field- and orchard-use rodenticide products will continue to be RUPs.  Whenever in doubt, check with the PPLS system or EPA personnel to determine the most recently accepted label for the product at issue.  The Agency understands that for some period following June 4, 2011, stocks of rodenticide products that do not conform to the RMD will be on the market.  Users will be permitted to use these stocks as labeled until these stocks are exhausted.  However, it should not be construed that such labels permit applying commensal rodenticide baits far from buildings.



This 50-foot restriction was an attempt to reduce misuse and liberal interpretations of the expression “in and around structures.”  EPA has never intended that bait products labeled for use to control commensal rodents (i.e., Norway rats, roof rats, and/or house mice) in structural situations would be used very far from buildings.  However, the Agency has been contacted by individuals who contend that “in and around structures” somehow has permitted them to make rodenticide bait placements extremely far from buildings (e.g., at feed lots six miles from buildings, along fence lines beyond the line of sight of buildings, beside or beneath wood piles far from buildings).  Such placements would be unlawful misuse of products labeled for use “in and around structures,” unless the label contains additional language specifically authorizing use of the product in such locations.  The Agency hopes that the 50-foot restriction for commensal use rodenticides provides less room for misinterpretation than “in and around structures.”  



PCOs inquiring about using commensal rodenticides further than 50 feet from buildings should be advised that the Agency considers a building, for purposes of commensal rodenticide baiting, a structure that possesses walls and a roof.  PCO may also be advised to find non-chemical alternatives as baiting further than 50 feet from buildings will no longer be a labeled use of commensal use rodenticides once stocks of older product have been exhausted.  



Please note that the Agency is aware of concerns regarding the 50 foot placement restriction; and that it has been brought to the Agency’s attention by various groups (NPMA and the States) that there are new food and safety requirements that allegedly mandate dumpsters further than 50-feet from a structure (e.g., restaurant).  The Agency is willing to consider alternative approaches to labeling. 



15. New restrictive language indicates maximum distance from buildings. Many sites of rodent control do not contain a “building,” as traditionally defined, close to the area of treatment or contain no building at all.  Will use in these types of places under any circumstance be prohibited? We understand the intent to protect wildlife but believe better terminology can accomplish the intent and still allow viable uses.

EPA has registered rodenticides for use in and around buildings, inside transport vehicles, in fields, in orchards, in underground burrow systems, and in sewers, so those products may be used in those sites.  If the label prohibits use of the product more than 50 feet from the nearest building and does not authorize applications at any other sites, all outdoor uses of the product must be within 50 feet of the nearest building (defined as a structure that possesses walls and a roof).  If the label authorizes use at sites other than those directly associated with building, the product may be used at such sites as long as such use is consistent with the label’s requirements.  



16. Has EPA considered that the availability of alternative rodenticide products, including some that are intended for agricultural use only, might result in an unintended increase in the incidence of misuse?  

EPA is aware of incident reports and recent statements concerning current use of commensal rodenticide products well away from buildings.  EPA does not anticipate that the mitigation measures will increase misuse.  Many of the mitigation measures, specifically those that restrict application sites and limit bait placements to within 50 feet of buildings, are expected to reduce misuse caused by misinterpretation of label terms.  



17. There is not an adequate availability of effective, legal products to utilize, especially in areas where control is necessary for the protection of public health from rodent related disease organisms. 

Meetings with NPMA and discussions with PCOs who service the food production and process facilities have claimed the need for products without the 50-foot restriction.  Although the Agency has yet to receive evidence that would support this contention, the Agency is open to proposals on the 50-foot restriction and encourages stakeholders to submit alternative proposals.  



Ultimately, proposals to amend labels or register new products must come from registrants and applicants for registration.  In reviewing such applications, among other things, EPA will assess the potential for incremental risk posed by each proposed modification of current limitations on use.  In the process, EPA will consider whether any additional requirements, including Restricted Use Pesticide (RUP) classification, are needed to mitigate the additional risks.  It must be remembered that rodenticide baits pose significant hazards to young children and to non-target animals and have been implicated in large numbers of exposure incidents.



Outreach/Further Guidance



18. Does EPA have plans for outreach and compliance assistance to applicators and consumers about the label changes to ensure compliance?

The Agency has and will continue to work to better educate residential consumers and other non-professional users on the changes they can expect to see regarding changes to rodenticide products.  Upon request, the Agency can provide information and or training materials.





Regulatory Action Questions



19. What is the basis for EPA’s regulatory action (cancellation) on the rodenticides?

In 2008 the Agency re-evaluated completed its re-evaluation of registered rodenticide products and concluded in its RMD that commensal use rodenticide products needed to adopt specific mitigation measures to continue to meet the FIFRA standard of not causing unreasonable adverse effects to human health or the environment.  Registrants were given 3 years (until June 4, 2011) to research, develop, and register products that conformed to the RMD. HoweverAt this time there is only one, several registrants have who has refused to voluntarily cancel or amend some of their rodenticide products to conform to the risk mitigation measures in the RMD.  The Agency intends to initiateis pursuing FIFRA Section 6 cancellation proceedings against those rodenticide products for which registrants refuse to voluntarily cancel or adopt the risk reduction mitigation measuresto remove them from the U.S. market. 



20. The RMD indicated that EPA may pursue misbranding action after June 4, 2011. Why is the EPA not pursuing misbranding?

On January 28, 2011, the United States District Court for the District of Columbia ruled that EPA cannot bring an enforcement action against Reckitt Benckiser, Inc., or any of its d-Con® rodenticide products based upon a failure to adopt the mitigation measures in EPA’s 2008 RMD until completing administrative cancellation procedures.  



The Agency is pursuing FIFRA Section 6 cancellation proceedings against those rodenticide products to remove them from the U.S. market. The Agency intends to initiate FIFRA Section 6 cancellation proceedings against those rodenticide products for which registrants refuse to voluntarily cancel or adopt the risk reduction mitigation measures. 





21. The Agency has indicated that certain homeowner rodenticide products do not meet its current FIFRA safety standards.  Will “unsafe” product be recalled and pulled out of the market? 



From 2008-2011, the Agency worked with manufacturers to ensure that homeowner rodenticide products were upgraded and changed to reflect the prescribed safety measures in the 2008 RMD.  As a result of the RMD, more than 30 new products are currently on the market that control mice and rats in and around the home while providing safety features to protect children, pets and wildlife.  The Agency encourages distributors and consumers to purchase safer products that meet the Agency’s safety standards.



With the final NOIC publishing in January 2013, Tthe Agency is preparing to initiatepursuing action to remove fromban the market those household rodenticide products that do not meet the Agency’s current risk reduction goals as reflected in the 2008 RMD.  Consumers can anticipate that there may be a mix of newer (conforming) and older (non-conforming) products on the market for some time during this cancelation processes.  However, EPA will continue to provide information for retailers and consumers to assist them in making informed choices about these new, more protective household rodent control products.  For a list of rodenticide products that meet EPA’s more protective risk reduction goals, go to:
http://www.epa.gov/pesticides/mice-and-rats/

Or for the direct page:  http://www.epa.gov/pesticides/mice-and-rats/rodent-bait-station.html



Registrants of safer RMD-compliant rodent control products have had to compete for space on store shelves with products subject to cancellation, whose registrants have continued to market them since June 4, 2011.  EPA does not believe it to be consistent with the purposes of FIFRA to continue to put registrants who voluntarily brought safer products to the market at a competitive disadvantage relative to registrants who declined to improve their products. Accordingly, the EPA [Assistant Administrator] has determined that the continued sale, distribution and use of existing stocks of pesticide products cancelled pursuant to this notice shall not be permitted and therefore will need to be removed from the shelves once the cancellation process is complete.





22.  Why is the Agency not immediately recalling/ pulling non-conforming products from the consumer market?  



In cases where EPA believes that an "imminent hazard" would exist if a pesticide were to continue to be used during the cancellation proceedings, EPA may use an emergency order to suspend the pesticide registration and thereby the sale, distribution, and use of the pesticide. An "imminent hazard" is defined as an unreasonable adverse effect on the environment or an unreasonable hazard to the survival of a threatened or endangered species. The administrator then has 90 days to issue a notice of intent to cancel the registration or change its classification before the emergency order expires.



While the Agency is convinced certain rodenticide products can no longer be used by residential consumers without causing unreasonable adverse effects on human health or the environment when used in accordance with widespread and commonly recognized practice, the Agency does not believe continued use of these products meets the “imminent hazard” threshold necessary to immediately stop sale and suspend the registrations of the non-conforming rodenticide products.	Comment by RPKmoo: Could we add a sentence that says that we encourage retailers to only stock those products that meet EPA’s safety standard?



23. What is the time frame for the cancellation process?

When the Agency initiates a FIFRA Section 6 cancellation proceeding there are several steps that the Agency must follow. In late 2011, Tthe Agency is currently in the initial phase ofbegan this process; which is by preparing a draft Notice of Intent to Cancel (NOIC), it provided this draft NOIC to USDA and HHS/CDC, and presented the science supporting the draft NOIC to the FIFRA SAP.  In 2012, the Agency reviewed and considered all the input provided by USDA, HHS/CDC, and the FIFRA SAP.  In some cases this led to additional analysis, but in all cases the Agency addressed comments provided by these groups and the Agency’s response can be found in the docket.  With the issuance of the Final NOIC, the Agency has made public its final decision for these rodenticides and affected registrants will then have an opportunity to request further review by an EPA Administrative Law Judge (ALJ) and then the EPA Environmental Appeals Board (EAB) and external review by the US Court of Appeals. 



(See next question for more detail on process)



24. What are EPA’s procedures for non-voluntary cancelation/NOIC? 

By law, EPA is authorized to take the initiative to cancel a pesticide registration when existing risks related to the use of the pesticide are unacceptable, and registrants either have not made, or cannot make, necessary changes to the terms and conditions of the registration to address the unacceptable risks. This is authorized by Section 6(b) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA).



When the Agency decides to cancel registration of a pesticide product, it prepares a Notice of Intent to Cancel (NOIC) that is published in the Federal Register and sent to registrants. Before EPA may formally issue a NOIC, it typically must provide notice of the proposed cancellation first to the Department of Agriculture and to the FIFRA Scientific Advisory Panel.  Because the products in this action are used for public health purposes, by statute, EPA must also consult with the Department of Health and Human Services. 



The following is a brief overview of the steps involved with a Section 6(b) proceeding: 



[bookmark: usda]USDA, HHS and FIFRA SAP Notification

At least 60 days before providing a NOIC to the registrant and the notice to the public, EPA must notify and provide the Secretary of Agriculture and the Secretary of Health and Human Services with a draft copy of the NOIC.



Concurrent with the notification of the Secretary of Agriculture and the Secretary of Health and Human Services, EPA must also submit the NOIC to the FIFRA Scientific Advisory Panel (SAP) for comment on the effect of the NOIC on health and the environment.

· This requirement may only be waived or modified with the SAP's consent. 

· If the SAP meets, it will hold a public meeting, at which time the public will have an opportunity to participate. 



[bookmark: noic]NOIC Issued to Registrant and Made Public

After complying with the steps above, the EPA Administrator may issue a NOIC together with the reasons (including the factual basis) for the action. 



The cancellation outlined in the NOIC becomes final and effective 30 days after the registrant receives the notice, or when the notice is published in the Federal Register (whichever occurs later) unless within that time, a request for a hearing is made by a person adversely affected by the notice. This time period is statutory and cannot be extended. 



[bookmark: hearing]Hearing Process if Requested 

While anybody can request a hearing, a hearing cannot proceed without the acquiescence of a registrant. In other words, if no registrant is interested in retaining a registration, and no other person wishes to become a registrant, a hearing is not convened. During the time period pending a hearing, the registrations remain active unless EPA initiates suspension action under FIFRA section 6(c). 



If a hearing is held, it will be held in accordance with FIFRA section 6(d) and 40 C.F.R. Part 164. The hearing is chaired by an administrative law judge who makes procedural and substantive decisions. The burden of proof is on the proponents of registration of the pesticide. 

The hearing decision must be based on the hearing record, which consists of cross-examination of witnesses and documents and testimony introduced by parties to the proceeding. 



[bookmark: appeal]Appeal and Judicial Review of Decision 

The administrative law judge's decision can be appealed to the Environmental Appeals Board (EAB), which, on behalf of the Administrator, issues the final decision for the Agency. 

A final cancellation order following a public hearing is subject to judicial review within 60 days after entry of the order. 



Questions Relevant to Children

25. What action is EPA taking to better protect children?

To minimize children’s exposure to rodenticide products used in homes, EPA is requiring that all rodenticide bait products marketed to general and residential consumers be sold only with bait stations, with loose bait as a prohibited bait form.d  	Comment by Neil Anderson: Why delete and not provide a replacement response?



26. Why is the EPA concerned about children’s exposures?

From 1993 to 2008, the American Association of Poison Control Centers (AAPCC) has reported approximately 12,000 to 15,000 annual rodenticide exposures to children 6 years old or younger.  Generally, experts estimate that only approximately a quarter of exposures are reported, which would mean that the actual number of children’s exposures is much higher.  Even though most of these reported exposures are mild, there are high societal costs for these exposures including treatments, medical and emergency room visits, and worry.  The Agency believes that any preventable exposure is unacceptable and is taking action to limit exposures. 



27. Do children get sick from rodenticide poisoning?

Generally, children’s exposures to rodenticides do not result in “poisoning” and medical symptoms are usually mild or non-existent.  For the anticoagulants, minor symptoms include skin irritation, GI symptoms, drowsiness, lethargy, and bruising.  All of these symptoms are related to the blood thinning effects of the anticoagulants.



28. What are the risks to children?

From 1993 to 2008, the American Association of Poison Control Centers (AAPCC) has reported approximately 12,000 to 15,000 annual rodenticide exposures to children 6 years old or younger.  The AAPCC data fortunately shows that only a small number of exposed children experience medical symptoms or suffer adverse health effects as a result of their exposure.  For more than 30 years, use of a tamper resistant bait station has been a requirement for rodenticide applications made in areas accessible to children, pets and non-target wildlife.  While use of a bait station is and has been legally required, it is extremely difficult for residential consumers to purchase tamper resistant bait stations.  Nonetheless, Tthe Agency believes that the number of exposure incidents is unacceptably high because of the social costs associated with treating children who might have been exposed, and the emotional toll of suspected exposure incidents.  The changes being required will reduce this significantly.



29. How many children are exposed to rodenticides each year and what will this action by EPA do to reduce those exposures?

EPA has observed that between 1993-2008, the American Association of Poison Control Centers (AAPCC) has reported approximately 12,000 to 15,000 annual rodenticide exposures to children 6 years old or younger.  The AAPCC data fortunately shows that only a small number of exposed children experience medical symptoms or suffer adverse health effects as a result of their exposure.  However, for the years 1999 through 2003, an average of 115 cases per year were symptomatic, an average of 3,617 cases per year were treated in a health care facility, and an average of 17 cases per year required treatment in an Intensive Care Unit.  The Agency believes that the number of exposure incidents resulting in symptomatic diagnoses and/or requiring treatment is unacceptably high given that feasible measures for reducing exposure are available.  The Agency also believes that the number of non-symptomatic exposure incidents is unacceptably high because of the social costs associated with treating children who might have been exposed.



By requiring the use of bait stations, the Agency’s new risk mitigation will significantly reduce the likelihood of children’s exposure to rodenticides.  



30. Are there antidotes for these rodenticides in case of accidental ingestion?

Vitamin K is an antidote for all seven anticoagulants (warfarin, chlorophacinone, diphacinone, brodifacoum, bromadiolone, difenacoum, and difethialone). Vitamin K increases the ability of blood to clot to counteract the ‘blood thinning’ caused by these rodenticides.



There are no true antidotes for the other three rodenticide active ingredients (bromethalin, cholecalciferol and zinc phosphide), but there are medical treatments designed to lessen absorption and/or to address symptoms (see below).  The Agency believes that with the required bait stations, the antidote issue becomes essentially moot because the bait stations should prevent exposures.	Comment by RPKmoo: Let’s add a sentence that says that since the RMD, there have been no incidents of children access bait marketed in a tamper-proof bait station.



· Bromethalin – First Aid Directions include calling a poison control center, doctor, or hot line number on the product label.  If the pesticide was swallowed, have the person sip a glass of water if they are able to swallow, and do not induce vomiting unless directed by the poison control center or doctor.  If exposure was to the skin or clothing, take off contaminated clothing and rinse skin immediately with plenty of water for 15 – 20 minutes.  

· The Note to Physicians on the product label indicates: “If ingested, limit absorption by either emesis or gastric lavage.  Sublethal symptoms, if present, would be the result of cerebral edema and should be treated accordingly through administration of an osmotic diuretic and corticosteroid.” 



· Cholecalciferol – First Aid Directions are similar to those for bromethalin.  Note to Physician indicates: “If serum calcium levels are elevated, treatment with Calcitonin is effective in reducing calcium to normal levels.  Continue monitoring serum calcium and treat as necessary for hypercalcemia.” 



· Zinc Phosphide – Is fatal if swallowed, inhaled, or absorbed through the skin.  First Aid Directions include immediately calling a poison control center, doctor or hot line, or transport person to the nearest hospital.  If swallowed, do not drink water or administer anything by mouth or induce vomiting unless advised to do so by a doctor.  If skin or clothing are exposed, take off contaminated clothing and rinse skin with plenty of water for 15 – 20 minutes.  If inhaled, move the person to fresh air; if they are not breathing, call 911 and give artificial respiration, preferably mouth-to-mouth, if possible.  If in eyes, hold eye open and rinse slowly and gently with water for 15 – 20 minutes.  

· Note to Physician indicates: “Probable mucosal damage may contraindicate the use of gastric lavage.  See additional Precautionary Statements…” 



31. Wasn’t there a lawsuit where the judge told EPA to reevaluate the decision about the dyes and bittering agents?  Does this action by EPA implement the court decision?

Yes.  In November 2004, West Harlem Environmental Action and the Natural Resources Defense Council (NRDC) filed suit in the District Court for the Southern District of New York, challenging EPA’s 2001 reversal of its 1998 determination that rodenticide bait products posed an unreasonable risk of harm to children unless they contained a bittering agent and an indicator dye.  In August 2005, the District Court upheld EPA’s 2001 determination that an indicator dye should not be required.  But the court reversed EPA’s decision to rescind the bittering agent requirement, and remanded the decision to EPA for further consideration.  The court’s decision gave focus to EPA’s ongoing efforts to determine how best to reduce exposure and risks to children from rodenticide products.  

EPA has determined that the requirement for bait stations and only solid bait forms is a more protective approach and should prevent accidental exposures to children in the first place. While many consumers products already contain bittering agents, both dyes and bittering agents are potential mitigating factors after the exposure has occurred and do not prevent the exposure.



The purpose of bittering agent is to minimize the amount that a child would eat by making the bait unpalatable to children. The purpose of the indicator dyes is to show whether a child has come into contact with a rodenticide product by leaving a stain on a child’s mouth or hands, to allow for expedited medical treatment.  Again, both bittering agents and dyes address exposures after they occur, whereas EPA’s proposal is to prevent these exposures from occurring in the first place.



Bait stations will provide more protection to children than would bittering agents and indicator dyes because bait stations prevent the exposure, whereas bittering agents and indicator dyes do not.  



Questions Relevant to Pets	Comment by Rusty: Brand new section



32. What action is EPA taking to better protect pets?

To minimize pet exposure to rodenticide products used in homes, EPA is requiring that all rodenticide bait products marketed to general and residential consumers be sold only with bait stations, with loose bait as a prohibited bait form. residential consumers be sold only with bait stations and a bait form that is able to be secured in the bait station. Pelletted bait products will be prohibited from being sold on the residential consumer market.



33. Do pets get sick from rodenticide poisoning?



Yes, many pet exposure events result in severe injury or death.

Rodenticides are involved in numerous reported pet exposures, and these pet exposures to rodenticides have the potential to result in severe outcomes and/or necessitate veterinary care. This finding is again supported when the risk is characterized through extrapolation from EFED’s generic mammal risk assessment. Additionally, these exposures are generally due to the accessibility of rodenticides for pets to ingest.



34. What are the risks to pets?



Rodenticides are potent mammalian poisons and when they are applied outside of tamper resistant bait stations pet exposures can occur.  For more than 30 years, use of a tamper bait station is a requirement for rodenticide applications made in areas accessible to children, pets and non-target wildlife.  While use of a bait station is and has been legally required, it was extremely difficult for residential consumers to purchase tamper resistant bait stations.



35. How many pets are exposed to rodenticides each year and what will this action by EPA do to reduce those exposures?



In an analysis conducted in 2011, EPA found thousands of recorded pet incidents involving rodenticides.  Many of these exposures result in severe injury and death, not to mention medical costs to owners.



36. Are there antidotes for these rodenticides in case of accidental ingestion?



Vitamin K is an antidote for all seven anticoagulants (warfarin, chlorophacinone, diphacinone, brodifacoum, bromadiolone, difenacoum, and difethialone). Vitamin K increases the ability of blood to clot to counteract the ‘blood thinning’ caused by these rodenticides.



There are no true antidotes for the other three rodenticide active ingredients (bromethalin, cholecalciferol and zinc phosphide), but there are medical treatments designed to lessen absorption and/or to address symptoms (see below).  The Agency believes that with the required bait stations, the antidote issue becomes essentially moot because the bait stations should prevent exposures.



· Bromethalin – First Aid Directions include calling a poison control center, note to veterinarian on the product label indicates:  If ingested, limit absorption by either emesis or gastric lavage.  Sublethal symptoms, if present, would be the result of cerebral edema and should be treated accordingly through administration of an osmotic diuretic and corticosteroid.  Animals ingesting bait and/or showing poisoning signs (such as muscle tremors, loss of hind limb use, or seizures for animals), limit absorption by either emesis or gastric lavage. 



· Cholecalciferol – First Aid Directions for animals ingesting bait: induce vomiting by using hydrogen peroxide or administration of activated charcoal with a cathartic. If clinical signs develop, treatment consisting of saline diuresis combined with the use of furosemide, corticosteroids, and phosphate binders are recommended.  Calcitonin or pamidronate may be needed for animals that remain hypercalcemic despite symptomatic treatment.



· Zinc Phosphide –First Aid Directions include immediately calling a poison control center, veterinarian or hot line, or transport animal to the nearest veterinary facility.  If swallowed, do not provide drink water or administer anything by mouth or induce vomiting unless advised to do so by a veterinary professional.  

· Note to veterinarian indicates: “Probable mucosal damage may contraindicate the use of gastric lavage.  For animals ingesting bait and/or showing poisoning signs, induce vomiting by using hydrogen peroxide. Sodium bicarbonate can be given orally to neutralize the stomach acidity. The stomach and intestinal tract can be evacuated, oxygen administered and cardiac and circulatory stimulants given.









Questions Relevant to Wildlife



37. What action is EPA taking to better protect wildlife?

To reduce wildlife exposures and ecological risks, the Agency is requiring sale and distribution limits intended to prevent general consumers from purchasing residential use bait products containing four of the ten rodenticides that pose the greatest risk to wildlife (the second generation anticoagulants – brodifacoum, bromadiolone, difenacoum and difethialone).  Moreover, bait stations are required for all outdoor, above-ground uses of these second generation-anticoagulants.



EPA expects that the new measures imposed will allow effective and affordable rodenticide products without unreasonable adverse effects to children, pets or wildlife. 



38. What are the risks to wildlife?

EPA’s comparative risk assessment concluded that all ten rodenticide active ingredients pose risks to non-target wildlife, and that the second-generation anticoagulants have greater potential to adversely affect non-target wildlife, especially birds, than the first-generation anticoagulants.  EPA’s comparative ecological risk assessment followed multiple lines of evidence including acute toxicity, persistence of compounds in body tissues of primary consumers (i.e., bait eaters), information from laboratory and pen studies in which poisoned prey are fed to predators or scavengers in various amounts for one or more days, data from field trials and operational control programs, and wildlife mortality incidents. More recent risk assessments developed to support the cancellation process continue to support the conclusion that second-generation anticoagulants present greater risk to wildlife than do other rodenticides.  



In the US, only two states have actively tracked anticoagulant incidents.  Incident reports have identified many taxa of non-target animals exposed to rodenticides.  EPA’s 2006rodenticide ecological incident report documents anticoagulant residues in 27 avian species and 17 mammalian species.  For some species (e.g., bobcats, foxes, great horned owls), carcasses frequently contain residues of two or more anticoagulants, usually, second generation anticoagulants.  In approximately 50% of those incidents, necropsy results indicate that it is highly probable that a second-generation anticoagulant was the cause of the death. 



Additionally, second-generation anticoagulants have been identified as an environmental issue in many other countries.  EPA believes that widespread exposures to second-generation anticoagulants are occurring wherever rodenticides are being used.



39. Why are the 2nd generation anticoagulant compounds being singled out?

EPA’s comparative ecological assessmentecological assessments have showsconfirmed that all rodenticides present potential risk to non-target organisms, but the “second generation” anticoagulants (brodifacoum, bromadiolone, difenacoum and difethialone) pose the greatest risk among the compounds which are used in residential settings.  All rodenticides present risks to wildlife from primary exposure (direct consumption of rodenticide bait).  However, for the second-generation anticoagulants, secondary exposures are also problematic due to high toxicity and long persistence in body tissues (liver retention).  Intended to control rodents that are resistant to first-generation anticoagulants, the second-generation anticoagulants are designed to be toxic in a single feeding.  Since time-to-death is several days, however, rodents can feed multiple times before death, leading to carcasses containing residues that may be many times the lethal dose and thus toxic to a non-target organism.  Predators or scavengers that feed on those poisoned rodents may consume enough to suffer harm.   



40. How does this action address risks to birds?

Requiring tamper-resistant bait stations for all outdoor above-ground placements of rodenticides will reduce primary exposures for birds which may directly consume bait.   

Imposing sale and distribution limitations will prevent the general consumer from purchasing the second generation pesticides will result in marked overall reduction in primary and secondary exposures to birds and other non-target mammals.



Primary exposures mainly affect small seed-eating birds that are attracted to bait.  For these small birds, exposure to small amounts of second-generation anticoagulants can be lethal.  Secondary exposures affect raptors and scavenger birds who may feed on exposed animals that contain high levels of rodenticides.  Additionally, the extended persistence of second-generation anticoagulants can result in additive adverse effects to raptors and scavenger birds from multiple feedings that are separated by days to weeks. 





41. Are there risks also to endangered species and how is EPA addressing those risks?

Several reported incidents have involved Federally listed threatened and endangered species, for example the San Joaquin kit fox and Northern spotted owl, in addition to the Bald eagle, which is protected under the Bald and Golden Eagle Act.  



The FWS issued a biological opinion on eight of the rodenticides in 1993.  This biological opinion resulted in a jeopardy determination for some of the compound/species combinations and recommended prohibiting use in habitat occupied by listed species and requiring tamper-resistant bait stations for outdoor placements for some uses. 



In 2005, the EPA and the FWS entered informal consultation for all ten rodenticides.  Since rodenticide use is widespread and secondary exposure issues with these compounds are complex and include migratory species, the Federally-defined action area may be extensive.  The EPA and the FWS will be working together to determine an appropriate plan of action for the rodenticides.  Meanwhile, the mitigation measures should have the beneficial effect of reducing non-target wildlife exposures to rodenticides, and thus limit the scope of the endangered species risk assessment work, particularly for the second-generation anticoagulants. 



42. Will EPA include difenacoum, the recently registered rodenticide, in future consultations with FWS?

The Agency initiated informal consultation with the Service on March 15, 2005 relative to 9 active ingredients used in rodenticide products.  The Agency will include difenacoum as informal consultation proceeds and as further analyses are undertaken relative to the potential risk of rodenticides to federally-listed threatened or endangered species. 



43. Why didn’t the Agency impose wildlife monitoring as part of the decision?

By removing the more toxic and persistent second generation compounds from consumer use, the Agency expects a significant decrease in exposure and risk to wildlife.  The second generation uses remain for those situations with high benefit (livestock, city control, etc.) where a single feeding is necessary because of competing food sources.

The Agency will continue to maintain coordinated efforts with FWS and Park Service concerning their ongoing research.



Impact on Consumers



44.  Will this decision lead to more expensive products or will it reduce options to control rodents?

No, EPA expects that the new measures imposed will continue to allow effective and affordable rodenticide products.  Market samples since most producers switched to safer products have demonstrated that this decision has not lead to more expensive products for mouse control, which account for more than 90% of residential consumer rodent issues.  For rat control, when compared to complying with previously approved labels that mandate the use of bait stations in most situations, the safer products that include a bait station are not more expensive.  EPA expects that the new measures imposed will still allow effective and affordable rodenticide products.  Homeowners will no longer have the option to purchase loose bait rodenticide rat and mouse poison products, and will be required to purchase bait stations if they choose to control rodents with rodenticides.  In general, bait stations are more expensive than loose bait, and will range in cost depending on whether or not a homeowner has children and/or pets, or wants to use the bait station outside the home.  However, homeowners still have other non-chemical options available to them to control rodents.  Some of these options are relatively inexpensive, such as electronic traps, humane traps, snap traps, and glue boards.	Comment by RPKmoo: We may need to think about this sentence.  There’s nothing that precludes a homeowner from purchasing products at a “tractor supply-type” store, since we didn’t make a determination that the products need to be classified as restricted use.



45. When will consumers start seeing rodenticide products that have the risk mitigation measures of the RMD?  How will consumers know which products contain the risk mitigation measures?

Consumer products that contain the risk mitigation measures are already available in retail stores and online.  For a list of homeowner products that contain the risk mitigation measures please visit the Agency’s webpage on consumer rodenticide products (http://www.epa.gov/opp00001/reregistration/rodenticides/rodent-bait-station.html). 



Checking to see if the product is packaged with a bait station is one way a consumer may determine whether a product has adopted the child and pet mitigation measures.  



46. Why are the 2nd generation anticoagulant compounds being singled out?

EPA’s comparative ecological assessment shows that all rodenticides present potential risk to non-target organisms, but the “second generation” anticoagulants (brodifacoum, bromadiolone, difenacoum and difethialone) pose the greatest risk among the compounds which are used in residential settings.  All rodenticides present risks to wildlife from primary exposure (direct consumption of rodenticide bait).  However, for the second-generation anticoagulants, secondary exposures are also problematic due to high toxicity and long persistence in body tissues (liver retention).  Intended to control rodents that are resistant to first-generation anticoagulants, the second-generation anticoagulants are designed to be toxic in a single feeding.  Since time-to-death is several days, however, rodents can feed multiple times before death, leading to carcasses containing residues that may be many times the lethal dose and thus toxic to a non-target organism.  Predators or scavengers that feed on those poisoned rodents may consume enough to suffer harm.  

 

47. Why is EPA maintaining any continued use of the second generation products?



Second-generation anticoagulants, which can provide a lethal dose to a rodent in a single night’s feeding, are critical in situations where availability of other food sources besides the rodenticide bait reduces the likelihood of rodents consuming bait a sufficient number of times to achieve a lethal dose.  Some examples are livestock settings, municipal settings, dumpsters, etc.  Also, poultry and livestock producers need to rotate different active ingredients in order to limit the possibility of resistance, since rodents may be a constant problem for livestock facilities and baiting is continuous. Therefore, having access to the full range of products is particularly important.



48. What are some of the common brand names for rodenticides used in residential settings, who are the manufacturers and where are they located?

		

Manufacturers of Rodenticides Commonly Used in Residential Settings





		Bell Laboratories – makers of TomCat®

Hacco – makers of Ramik®

LiphaTech – suppliers for Ortho Home Defense Max®

PM Resources – makers of Assault®

Reckitt Benckiser – makers of D-Con®

United Industries/Spectrum/Chemsico – Hot Shot®, Spectracide®









		

Brand Names of Rodenticides Commonly Used in Residential Settings





		

d-Con® , Eraze®, Generation®, Havoc®, Hawk®, Hot Shot®, Jaguar®, Just One Bite®, Ramik®, Rampage®, Real-Kill®,  TomCat®, Victor®









49. Didn’t the Agency recently register a new rodenticide called difenacoum?  What happens to that chemical?	Comment by RPKmoo: Is recently still accurate?  Should this question come out?

Yes, in 2007 the Agency registered the rodenticide difenacoum.  The Agency considers difenacoum a 2nd generation compound and has required that all difenacoum registrations adopt the risk mitigation measures for 2nd generation anticoagulant in the RMD.



Retailer Questions 



50. As rodenticide manufacturers bring their products in line with the Agency’s Risk Management Decision (RMD) risk mitigation goals, what major changes should retailers expect?	Comment by RPKmoo: Think about a re-write of this question:

“To meet EPA safety standards, what types of products should retailers stock for sale to homeowners?”

· Bait Stations - All rodenticide bait products marketed to residential consumers will be sold with a bait station.  Four groups or “tiers” of bait stations offer varying degrees of tamper- and weather-resistance.  This approach allows consumers to select rodenticide bait stations that best suit their household needs.  

· Bait Quantity Limitation - Products marketed to residential consumers would contain no more than 1 pound of rodenticide bait.

· Active Ingredients Used - While several active ingredients would still be allowed on the homeowner market, products marketed to homeowners will no longer contain the 2nd generation anticoagulant active ingredients brodifacoum, bromadiolone, difenacoum, and difethialone.  2nd generation anticoagulants active ingredients are most likely to persist in the environment and bio-accumulate in non-target animals.  Products containing those active ingredients would still be available for commercial use and for residential use by professional pest control operators.

· Package Size and Price Per Package - Retailers will see some increase in package size and the price per package will likely increase since bait stations will be included with all rodenticide bait products.  

· Mixture of Conforming and Non-Conforming Products - Where a manufacturer has voluntarily amended or cancelled its non-conforming products, such products distributed or sold by their manufacturer on or before June 4, 2011 may sold by retailers and used by consumers until stocks are exhausted.  So, for a time, retailers can expect to see a mixture of new products which meet EPA’s risk mitigation goals and existing stocks of older non-conforming products.

· Availability of Products - Because rodenticide manufacturers have been working with EPA to bring to market before June 2011 a variety of products achieving EPA’s risk mitigation goals, retail marketers should not experience any shortage of rodenticide products.  



51. Will retailers be legally allowed to sell non-conforming products received from rodenticide manufacturers after June 4, 2011?

The Agency has permitted existing stocks of products that do not conform to the RMD that were released by the registrant on or before June 4, 2011 to be sold and used as labeled until such stocks are exhausted.  Due to past issues with disposal of existing stocks of other (non-rodenticide) pesticide products that no longer meet the Agency’s safety standards, the Agency believed permitting retailers to sell existing stocks of non-conforming products received by a specific date would prevent the issue of product dumping. There are some registrants who have refused to voluntarily adopt the risk reduction measures in the RMD for some of their products and these products will remain actively registered until the Agency cancels or suspends them. 

 



Registered pesticides may be distributed, sold, and used consistent with their registration, unless they are cancelled or suspended.  Cancelled and suspended pesticides may be distributed, sold, or used only if the cancellation or suspension order authorizes it, and only to the extent authorized in the cancellation or suspension order.  



EPA hopes that retailers will choose to stock more protective products that conform to the rodenticide mitigation decision, and avoid the possibility of being left with stocks of a cancelled or suspended pesticide.  Rodenticide products that meet the Agency’s risk mitigation goals offer the advantage of increased protection for children, pets, and non-target wildlife.



EPA continues to believe that the risk mitigation measures in the RMD should be implemented after June 4, 2011, and intends to cancel those registrations that do not voluntarily conform to the RMD.



52. Will retailers need to remove non-complying product from the shelves?



Until the cancellation process is complete, the 12 pesticide products listed in the NOIC remain registered and may be distributed, sold, and used consistent with their registration, until they are cancelled or suspended (for some other reason).  Cancelled and suspended pesticides may be distributed, sold, or used only if the cancellation or suspension order authorizes it, and only to the extent authorized in the cancellation or suspension order.  



The Agency believes that household rodenticide products that do not conform to the risk reduction measures in the RMD do not meet the Agency’s FIFRA standard for not causing unreasonable adverse effects to human health or the environment.  EPA does not believe it to be consistent with the purposes of FIFRA to continue to put registrants who voluntarily brought safer products to the market at a competitive disadvantage relative to registrants who declined to improve their products.  Accordingly, the EPA has determined that the continued sale, distribution and use of existing stocks of pesticide products cancelled pursuant to this notice shall not be permitted.



53. What is the last day that rodenticide manufacturers may distribute or sell products that fail to meet the risk mitigation goals of the RMD?

EPA intended that June 4, 2011 be the last day on which rodenticide manufacturers distribute or sell products that fail to meet the risk mitigation goals of the RMD. 



54. Will EPA take action against rodenticide manufacturers who distribute or sell non-RMD conforming rodenticide products after June 4, 2011? 

Yes.  EPA will has initiated FIFRA Section 6 cancellation proceedings against the registration of products that rodenticide producers refuse to conform to the RMD.  Once a product registration is cancelled it may no longer be sold, distributed, or used unless such sales, distribution, or use is consistent with the terms of the final cancellation order.



55. What should retailers do if they receive non-conforming products that do not contain the new safety requirements from manufacturers after June 4, 2011?

EPA believes that rodenticide products that do not meet the risk management goals of the RMD can cause unreasonable adverse effects to children, pets, and non-target wildlife, and therefore encourages retailers to stock only the more protective products that conform to the rodenticide mitigation decision. 	Comment by RPKmoo: Think about weaving this language into some of the other Q’s and A’s.



EPA hopes that retailers will choose to stock more protective products that conform to the rodenticide mitigation decision, and avoid the possibility of being left with stocks of a cancelled or suspended pesticide.  Rodenticide products that meet the Agency’s risk mitigation goals offer the advantage of increased protection for children, pets, and non-target wildlife.



Once a product registration is cancelled it may no longer be sold, distributed, or used unless such sales, distribution, or use is consistent with the terms of the final cancellation order.



56. Will retailers be legally allowed to sell non-conforming products received from rodenticide manufacturers after June 4, 2011?

Registered pesticides may be distributed, sold, and used consistent with their registration, unless they are cancelled or suspended.  Cancelled and suspended pesticides may be distributed, sold, or used only if the cancellation or suspension order authorizes it, and only to the extent authorized in the cancellation or suspension order.  EPA encourages retailers to stock only the more protective products that conform to the RMD.  EPA continues to believe that the risk mitigation measures in the RMD should be implemented, and intends to cancel those registrations that do not voluntarily conform to the RMD by June 4, 2011.



57. What does the recent court decision (Reckitt vs. EPA) mean for manufacturers/ retailers & how will this decision affect what rodenticide products can be sold?	Comment by RPKmoo: Is it EPA or Lisa Jackson?  Need to be consistent across Qs and As.

On January 28, 2011, the United States District Court for the District of Columbia ruled that EPA cannot bring an enforcement action against Reckitt Benckiser, Inc., or any of its d-Con® rodenticide products based upon a failure to adopt the mitigation measures in EPA’s 2008 RMD until completing administrative cancellation procedures.



The recent court decision addressed the procedures EPA may use to implement the risk mitigation measures outlined in the RMD.  This decision did not, however, address the merits of the mitigation measures in the RMD or EPA’s deadline of June 4, 2011, as the last date that rodenticide producers may sell, release, or distribute products not conforming to the RMD without facing EPA action.



EPA continues to believe that the risk mitigation measures in the RMD should be implemented, and intends tois canceling those registrations that do not voluntarily conform to the RMD after June 4, 2011.



58. Does the recent court decision involving (Reckitt Benckiser vs. Lisa Jackson) alter the June 4, 2011 date?

No, Reckitt's lawsuit against EPA concerns the means by which EPA can remove products not conforming to the RMD from the market, but the decision did not alter the 6/4/2011 deadline.  The court did not address the merits of or the risk reduction mitigation measures prescribed by EPA in the RMD.  EPA continues to believe that the risk mitigation measures in the RMD should be implemented, and notwithstanding the court’s decision, EPA will cancel and remove non-conforming products from the market after June 4, 2011.  



59. Given the recent court decision, will users be allowed to use non-conforming products after June 4, 2011?

The court decision does not affect what users may do after the June 4, 2011 deadline.  Registered pesticides may be used consistent with their registration, unless they are cancelled or suspended.  Cancelled and suspended pesticides may be used only if the cancellation or suspension order authorizes it, and only to the extent authorized in the cancellation or suspension order.   



60. [bookmark: _GoBack]Given the recent court decision, will non-conforming products be available on the market for purchase after June 4, 2011?

The court decision does not affect what products might be on the market after June 4, 2011.  Registered pesticides may be distributed, sold, and used consistent with their registration, unless they are cancelled or suspended.  Cancelled and suspended pesticides may be distributed, sold, or used only if the cancellation or suspension order authorizes it, and only to the extent authorized in the cancellation or suspension order.  EPA continues to believe that the risk mitigation measures in the RMD should be implemented, and intends to cancel those registrations that do not voluntarily conform to the RMD after June 4, 2011.



However, some non-conforming products will be available on the market for a period of time after June 4, 2011.  Where a manufacturer has voluntarily amended or cancelled its non-conforming products, such (non-conforming) products distributed or sold by their manufacturer on or before June 4, 2011 may be sold by retailers and used by buyers until stocks are exhausted.  So, for a time, retailers and buyers can expect to see a mixture of new products which meet EPA’s risk mitigation goals and existing stocks of older non-conforming products after June 4, 2011. 





61. Will manufacturers have to cancel their non-conforming registrations so that they can keep selling their entire line for the foreseeable future?  

No.  The Agency expects that rodenticide producers will only stop selling and distributing the products that do not contain the risk mitigation measures.  Those rodenticide producers who choose to continue selling products that do not contain the risk mitigation measures can expect the Agency to remove these products from the market through FIFRA Section 6 cancellation.



62. Most manufacturers have voluntarily canceled or amended all their pre-RMD registrations.  In exchange, EPA granted them the right to keep selling existing stocks of their cancelled or amended products until 6/4/11.  Given the recent court decision, will EPA re-instate pre-RMD registrations that were cancelled and/or will EPA allow manufacturers to re-register those items?

No, the Agency does not intend to re-instate pre-RMD registrations that were voluntarily amended or cancelled.  The court decision (in Reckitt Benckiser vs. Lisa Jackson) addressed the procedures EPA may use to implement the risk mitigation measures outlined in the RMD.  This decision did not, however, address the merits of the mitigation measures in the RMD or EPA’s deadline of June 4, 2011, as the last date that rodenticide manufacturers may distribute or sell products not conforming to the RMD without facing EPA action.  Where a manufacturer has voluntarily amended or cancelled its non-conforming products, such products distributed or sold by their manufacturer on or before 6/4/11 may be further distributed and sold by retailers and consumers may still use these products until stocks are depleted.  
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